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DETAILED ACTION 
Response to Arguments 

Applicant's arguments witli respect to claims 1-5 have been considered but are 
moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-5 are rejected under 35 U.S.C. 101 because the claimed invention is directed 
to non-statutory subject matter. 

On October 26, 2005, the USPTO published Interim Guidelines for Examination 
of Patent Applications for Patent Subject Matter Eligibility. See: 
(http://www.uspto.gov/web/offices/pac/dapp/opla/preognotice/guidelines101_20051026. 
pdf 

This guidelines details a procedure for determining patent eligible subject matter. 
To satisfy the requirement of a practical application, the claimed invention must: 

(1) transform an article or physical object to a different state or thing; if no 
transformation, then 

(2) the claimed invention must produce a useful, concrete, and tangible result. 
Regarding the instant application, the claims do not provide a transformation or 

reduction of an article to a different state or thing. 
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Accordingly, one must then consider whether the claimed invention produces a useful, 
concrete, and tangible result. 

(1) Useful Result 

For an invention to be "useful" it must satisfy the utility requirement of section 
101 . The USPTO's official interpretation of the utility requirement provides that the 
utility of the invention has to be (i) specific, (ii) substantial and (iii) credible. See MPEP 
2107. It can be argued that the claim does not provide a useful result in that the claim 
does not actually yield a useful result. It does not appear to be specific as to how a 
native to prosthetic flow index is reached, it is not specific as to the use of this native to 
prosthetic flow index. 

(2) Tangible Result 

The tangible requirement does not necessarily mean that a claim must either be 
tied to a particular machine or apparatus or must operate to change articles or materials 
to a different state or thing. However, the tangible requirement does require that the 
claim must recite more than a 101 judicial exception, in that the process claim must set 
forth a practical application of that 101 judicial exception to produce a real world result. 

Regarding the tangible result requirement, the claim clearly does not provide a 
practical application. For example, once the native to prosthetic flow Index is 
calculated, how is it then applied? 

(3) Concrete Result 

Another consideration is whether the invention produces a "concrete" result. 
Usually, this question arises when a result cannot be assured. In other words, the 



Application/Control Number: 10/520,096 Page 4 

Art Unit: 3768 

process must have a result that can be substantially repeatable or the process must 
substantially produce the same result again. Resolving this question is dependent on 
the level of skill in the art. For example, if the claimed invention is for a process which 
requires a particular skill, to determine whether the process is substantially repeatable 
will necessarily require a determination of the level of skill of the ordinary skilled artisan. 

Regarding the concrete result requirement, the claim does provide a result that 
can be assured in that the result can be substantially repeatable and the process can 
substantially produce the same result again. 

In view of the above analysis, applicant's claim 1 is a process which includes a 
judicial exception therein. Upon review of the claim as a whole, there is no 
transformation nor does the claim produce a useful, and tangible result. Accordingly, 
the claim is non-statutory under 35 U.S.C. 101 as it lacks utility. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claim 1 is rejected under 35 U.S.C. 102(e) as being anticipated by U. S. Patent 
No. 6,511,413 to Landesberg. 
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Regading Claims 1 and 3-5, Landesberg teaches a method of monitoring the 
operation of a prosthetic assist device, the method comprising the steps of: utilizing a 
non invasive 

device to monitor or serially measure directly the blood flow through at least one heart 
ventricle (Col. 8 lines 1-15); separately monitoring the blood flow through the prosthetic 
assist device; combining said two measurements to control the VAD. (Abstract and 
Claims 1,2, and 6) 

Regarding Claim 2, Landesburg teaches continuous Dopplerflow monitoring of 
the heart. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SANJAY CATTUNGAL whose telephone number is 
(571)272-1306. The examiner can normally be reached on 9:30 - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on (571)272-4956. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/BRIAN CASLER/ 

Supervisory Patent Examiner, Art 

Unit 3737 
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